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Claim Objections 

1 . Claim 18 is objected to because of tine following informalities: In line 3, "a 
stabilizing device acting in a longitudinal extension of the device" appears it should read 
as "a stabilizing device acting in a longitudinal extension of the handle", since the 
stabilizing device is an extension of the handle and not the device. Appropriate 
correction is required. 

2. Claim 20 is objected to because of the following informalities: It is unclear to the 
Examiner what the word "its" refers to in the claim. Appropriate correction is required. 

3. Claim 21 is objected to because of the following informalities: Claim 21 fails to 
further limit Claim 18, since Claim 18 already discloses the device is comprised of foam. 
Appropriate correction is required. 

4. Claim 47 is objected to because of the following informalities: "1 0 mm," should 
read as "10 mm.". Appropriate correction is required. 



Claim Rejections - 35 USC §112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 18-48 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed. 
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had possession of the claimed invention. Claims 18 is drawn towards the embodiment 
shown in Figures 9A and 9B, while Claims 20 and 23-27 are drawn towards 
embodiments as shown in Figures 2, 4A, 4B, 6A, 6B, 7A, 78, 8A and 8B. Dependent 
claims 20 and 23-27, in combination with Claim 18 constitutes a mixture of 
embodiments, not disclosed in the specification. Furthermore, Claims 22, 25, 29-33, 35- 
39, 41-45 and 48 all contain new matter; none of the claimed positive engagement 
element profiles are supported by the current specification, nor are the claimed ranges 
supported by the current specification. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 18-48 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 18 discloses "a device" in the preamble, while claiming "a device" in line 2 
of the claim. It is unclear to the Examiner if the device claimed in line 2 is the same 
device as in the preamble, or if the two devices are different. Correction is required. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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10. Claims 18, 21 and 40 are rejected under 35 U.S.C. 102(b) as being anticipated 
by IVIaksem at al (6,346,086 B1). 

IVIaksem at al disclose a cervical sampling means and further disclose a handle 
having a device at a front end thereof for collection of cells and a stabilizing device 
acting in a longitudinal extension of the device, the device being embodied as a cap 
arrangement and fixed on a carrier, the carrier including a base surface with a diameter 
smaller than a diameter of the base surface of the device, the stabilizing device is 
embodied as a tip projecting into the device, the tip being surrounded on all sides by a 
foam material, wherein the device is embodied as a cont tapering towards the front and 
the handle has a predetermined breaking point; the device is composed of foam 
material; and the stabilizing device has a length of 90% of the length of the device. See 
Figure 5. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maksem 
et al (6,346,086 B1) as applied to claim 18 above, and further in view of Strickland et al 
(5,191,899). 
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Maksem et al, as discussed above, disclose a cervical cell sampling means but 
fail to disclose the device is arranged to rotate relative to the handle. 

Strickland et al disclose a cervical cell sampling means and further disclose the 
device is arranged to rotate relative to the handle. See Figure 4. 

It would have been obvious to one of ordinary skill In the art at the time the 
Invention was made to modify the means of Maksem et al to include the ability of the 
device to rotate relative to the handle, as per the teachings of Strickland et al, since it 
would provide a means of removing the acquired cell samples for analysis. 

13. Claim 46 Is rejected under 35 U.S.C. 103(a) as being unpatentable over Maksem 
et al (6,346,086 B1) as applied to claim 18 above, and further in view of Bayne 
(4,754,764). 

Maksem et al, as discussed above, disclose a cervical cell sampling means but 
fall to disclose the handle Is 200mm. 

Bayne discloses a cervical cytology device and further discloses the handle Is 
200mm. See Column 3, lines 58-59 

It would have been obvious to one of ordinary skill in the art at the time the 
Invention was made to modify the means of Maksem et al to Include a handle being 
200mm long, as per the teachings of Bayne et al, since It would provide a handle that Is 
long enough to grip when the sampling means is fully inserted into the patient's vagina. 

14. Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maksem 
et al (6,346,086 B1) as applied to claim 18 above, and further in view of Hedberg et al 
(5,623,941). 
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Maksem et al, as discussed above, disclose a cervical cell sampling means but 
fail to disclose the handle includes one of an angular cross-section and a round cross- 
section with a structured surface. 

Hedberg et al disclose a cervical sampling device and further disclose the handle 
includes one of an angular cross-section and a round cross-section with a structured 
surface. See Figures 2 and 3. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the means of Maksem et al to include the use of a handle 
with an angular cross-section or a round cross-section with a structured surface, as per 
the teachings of Hedberg et al, since it would allow the operator to easily manipulate the 
sampling device while providing an adequate grip while wearing surgical gloves. 
15. Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maksem 
et al (6,346,086 B1) as applied to claim 18 above, and further in view of Jacobs et al 
(5,863,961). 

Maksem et al, as discussed above, disclose a cervical cell sampling means 
comprised of foam but fail to disclose the foam has a compressive strength of 4 kPa. 

Jacobs et al disclose flexible polyurethane foams and further disclose the foam 
has a compressive strength of 4 kPa. See Column 1, lines 28-34. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the means of Maksem et al to include the compressive 
strength of the foam as being 4 kPa, as per the teachings of Jacobs et al, since it would 
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provide a flexible foam tip for acquiring cell samples, while decreasing the likelihood of 
injury during the cell sampling procedure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Szmal whose telephone number is (571)272-4733. 
The examiner can normally be reached on Monday-Friday, with second Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Brian Szmal/ 
Examiner, Art Unit 3736 



